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sftt: mPc^ rraT^it 
fw'r) 

^ 2 1993 

HT. 366(?t):— srWsT sftt: STHTU^ 

T^JTJT, 194 5 sftr: ?r5ftsTJT 
fiTJmf ^ ?(<■'?; K, 

sfWIr rr q-rtfr^f 

aftwfsr sft’: JTFrnrrr ttPrifT ^tfsTf^prir, 1940 (1940 
^ 43) ^ aTTf 12 Sftt: 33 It^ 5 Tf^rPTf ^ 
sr^fPr iiT, cfrrRT =?Tfcfl |, ^ *JKr # 

rJir ^ \4 i^4iT(V % Ptit sRrrftrcT 

f^irr I, t 

3tT^ §:rTT JT? ^ wr^rt | ftr ^ tir^T 
Tt ^ ^ ^ jrffr^ 

f^ira^r sr? ?rftT^iw v+Tf^?t ^Ft ^n^ft | sprerr ¥t 


gtR5!T qpTi ^ ^rreft |, ^ trnrRct 

% q-?^ f^etr ^17 PT I 

m ^srr^ 3ft irqrn: 
r^l%Er sR-ftr ^ ?nrrf^ ^ q^?T arr^q qft 
snm strPff % srrc^r ^if, 

I 

aw'T firw 

1. (i) fPT*ff ¥T ^tr aftqfa- 3 ^t: srprsf^r 
trnniT (tfifftspr) f^rq-ir, 1993^! ' 

(ii) ^ TTsm ^ jrqrrsrfT ^ ^ srttt 

^ir t 

2. 3 jWsr 3 flt: jpETtg-fT ttwifr fgiriT 1945 t, 
w% 'T^wfcT ^?5r ffTTET qrfr wr |;— 

(i) f^jpT 76 (l) % tr^g^r %q!?^ra; 

fg-rgRTf^^r q-tyj^T 3 fcT:?«rrrq-ar fqrqr 

^trtpTT, — 
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% sftr 4qf^»w .q44w % ?t4t5T 

^ qm 4 qr^T q«P q^rf^ qr#- 
^ ^*1 srk 'sft — ,5 

(sp) snr '^" 

fro % fsram ^ ?TF?rq7 ^ 
^’ . i ’ 

.- , :. Jfj . ; 

(^) .sm rn^sm fw^- 

4 ^ ?qT?np ?> ; 

m 

(n) ^ ^ f^- 

qfi 3Ttf^^ m wT^pr :m *^ifi^ 

wMV 

' |s^ 3TTT »rPJT«rrSfT^ JTtf^ ITT 

T^m m t ^TTfig q ? f’4VPTir<t 4 fs'^^fFn 

grw ft I 

(ii) ^ f?w*ft % Pm 76 % gqpPTff ( 2 ) 4 
"qrnsrRT qpm V’'4-^^ ?Rff 

' ' 4 t ?rai^ S(^< mt % 

qq; “qrrT(3T6T qfw?; 

“y" qr ! W^- »f V "3r-IH”’4 ^ 

<n?riT 4!^^'> 1 ^, w«TT afk 3T^ m: 
ppi^ ; 

(lii) w. Pmf % Pm 7.6 % ^Pm {^) . 

4 “^Frtqqr trq? ?rr fqpTqfor yff^qrs# 

% Ptt sparnr, 44^. sfh: # • 

mwr’ \ ?t 4^ ^RqTsff % 

(ff P ifi ' g f qr mqrr 

4 ^ qtr f'- 515^1 sftr 5T5r^ % 

m "wi^qqr qq? m fqPmfor 
^ qqf^, m 

'smqr qi^t <?^^ ;#BqT5ff % - 
Pppif^ Ppq qtr . afh: . 

^14^,. 7 

fiJJI 4 .f^ nt^ I” 5i«q, ?m 3Tt^ 

3pp fr?cr: ^tfw, fiR 5^FFf ; 

(iv) fmt % Pm loa %qmT fm- 
PtPsrt Pm , mr; ^qrPrw 1w mm, 

fPm# mm' 1 

^ ^ Pm^ ^ ^ itf ppn< 

Imr mm mm i”; 


(v) Pmt % Piqq i 2 e^ ^ qwtff Pr^q- 
Prfm prtnr ^qrPm 'teqr mrqi, 

— - 
s 

“l2is-^. qff.T4f ^ TTr^r^;-,-;- 

_ . \5 

■ fqppm q/qgrqf % WT^T 
q^?r ^4 ir Kfq ’’ f .■ 

(vi) ^ PTTJff W 15 % 

qmc!; -ft^lpTf^cr ^^ v simwm 

.. , ... m^qV, mfa;:—■. . - ; 

“ 16 . % 5 rf=T trq: q-R qqfq %. 
oifipT iftiq qPmt "1 

*9 

(vii) ^ Prq^f ^ '‘?r-ii” % qrqf? Prrq 

PrPf^ ?i7fr; mPrcr mrqt, 

(pTm 76 

PrPFm qp^qf ^ fqPrffpq % Prcr 

<1 ' 

qpcq?: 

qwRT >14?^ 

(qr). ark mqf sfk^ pqpr;—^qiR^HT 

qq ^ afk ■qfkrq 4 
■ qpcpqpfqt qqrf x4t 1 qp^r^ 
mqPr q qt PTqw% Pro; feqr ^rfirq? aft?:' 
q ft mqrftq ^?ft % ^“Ifr mm 1 
qf 54 qqr % qqrPrq aft?: trra 5 «rt fm 1 

I 

(w) qm:—^qirwqr % Pr?* m 

qpqqk jppit: fmr =5rrrnri P^ 

'TPcPqf?rat>4 ^scTrqq Pfrqr m 
q%qT aik w4 . q?t|;, wqrsrr'ft', qpmt 
mfq 'fltcTT q qr 1 

m qjqt q5t qtqk, Pfq4 fqPrqtq 
qfw # mft ft, qdr ?t Prs: 3;4t 
wm mr .,mrft4t -afr?: mq?ft fPft 1 
w mq aftr sfr4 qkr ^ aft?: qff 

fm teft srrq qr w ft 

.mtf. I 

(q) mr qqrq;—^kPr^k 4 ^qqqq mr qt^ 
qt^q qqTpf€t qq fPn 1 

(sf) mr qrr aqqw^T-qr'fjW' ¥ sqipr # 
mm # t, 

(q.) qn^^tPc^ff qp, fqfeqr, .q^^r .aft?: msqr 
?rkTr<t, ^qqrft mPiq: qr 
-.„,^,c^-. Ttqt If jfRt fPt r ^ qiq 4t 

qrq^qqm ft mK. qf^qi sftt qRqr, |q- 
Pm aft?; q^arft pt? mf?; < s|?rrf ^qsrraft 
^ oq^an ^snrkt I 



t'JTiir 3(i)J iait?r ¥r 

gf^-araff ^ cir^siT # ^rrtjjfT i 

(®) ¥r5i^^'-T?r «ru?rTf^ 

^Jrraff fsrq ^Tq'Trr'iT t'^'f ^ s^r^'^^rr 

#V q'TlTifr I 1?T IT ff-Tfi aT\y ITSr#5Jr 

sm ^t} |Tq- fsr^t’ sTwr rr% i 

(yr) ?Tr«T?flf ^ stw ?r-rT ^ sfV 
# srrtTjfV I 

U. ^ftcT^rf % WvT^tf'ir # srcr^TTir 

p7ffT%M7 q:«r%' ?fPP!rr3fT ir f^^rr ^rfrrjir :- 

1. 

2- 

‘O 

3. 

4. SW 

' -O 

PrliH’iT sftT 

*7?T?;<j)- "laf % farPrmir % P7'7 ffTFTPrPf^ 
ftrcfiTtX^r $ ;— 

1. Etct^T 

(sp) ^TSftiT 

(jf) tf7ft7 

(p) ^ ^ff aiitrfj f^^^'n' P?fr<7 

2. 

('€) flTt^ ^ 

(?7) fP mfV'T 
(7) P5>ftfT 

(q) ?3fOT wm J?>?T ST7 ^Ti^^ 'rPm ^ 1 

(¥) qt ^77 PPtiT I 

(^) -srraH? 

( 0 ) ^#s'^ 

p7i7 30 ^ ifter sffT; 15 ^ 

Prorfer t > ?rPrfw 55^7 % f^r? 

5rF7f7^7 20 ^ sp^ fFr'PTfTi?r ^ ^r^ft I 1 

w. f4q pf3PT Sim ^ 
n; Pro ^'T?7>t: ^ 

1 . ^ 5:7 


; rJfTPlr^ ; 

(Jp) 

(iir) «T3:iT *r?ft?r 

(n) iri^ ?T7tfsp 
(sr) ^f^jrirf 

2. 

S 3 

(^) fs^rfsr^ ififftp 
(^s) 

(p) fiq--«rm ir^ft^ 

srfirism % P-^rq % 

pTiT ^q-^T; 30 f(\zz ?f\? 15 STP ^"Vr^ qft 

f^rwR^ 7?r ml- | 1 fp^ft ?rPTp!:¥ar in-q % fsrq 
?fM‘<'^T 20 sfiT Ptffc pt fg-qiTfTsr qft 5rr5fV | 1 

Kq^^q-q- STS srrTTqpffTcf grqr 1 

fqqpFqcT sqqq qT«T 5r6??qp ^ fffqqt®! % 

pTj:qf5ff«cT pV fq-PTf??! q>Y mt I;— 

1. nz^ 

{^) wa-^rq- JT?ftq 

{^) >TtcTr?Tq Ifsftq 

(q) mtz 

(st) 

(^.) 5t !frp fqwftq Pfsfftq 
(^) ^‘qtsp- 

2. frq^s^q 

'3 

(p) ^ wni qn^ qft 

’ERfrq 

(’?) fs?T?5T qfqnr JT?ftw 
{^) 55tfqxtsT«T srjqj 

?TRff^q? qf?rG?m % ?ik % 

fqiT q;TTi?r; 30 q-q ?ft-?: is ^ pV 

fqqnPOT ^ ^3iT^fV I I 

?ff^5Rr 20 ’fte?: qfr qfV mcft | 1 

^FTT 1 

3 . qn?^, ?rnT5ft 

PfPslfcrrsrKt qfsmf % fqfqqf'iT ^ Hcqp SJspiT qT 
^'tp ^ ?TTt m mft ?f^T; g-rmft =pV mftrqrr 
■^qr ?ih: ?rj^=qt “q” % ^nr^n: stfq^g- ^nr 1 
ti^rV PHift qrsfr ?tmT- q?r ?tk ^ 

fqqgqf nm\ €\ ^ ^ 

^qii fsrq qr qrqift qn- m fqq^oi ^TfnT 
??k fqfsrqfPT q^T m fqrqr ^pt ?fk h 
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^#5raf9prTiiT i <1811^1 % 

pRsrf"^ 3ri|*TW^T ’fTT^ % T^m 

1 

?fWft ^W'»3Kar % to ^»T 
^ gntr jfr i 

4. ^«?rOT ^sr ' 

5R«^fr ^ ^45l%r 
<(«rip t^«sTT«r sa^^?«rr t- ^ 

^fr t w 10 ^4 otff< ^sr ^ ^ 

' ; . 

- ?^faRr«ff %€rw ar^^ir 

?n^^fe(pp f?rq iayiz *ft5Et ^ 

^ ^STRfr ^1 . 

6. 

siipPapgnrft f^^coT oft^t % o€tir qrafir sttt 
farof^^f % ^ ?r4f«?r 

^ 5sm*rT » 

((rr% ?i'|af%9r(t owr f^f^rnr ?r<i!?fl^ stit 

^ .ftWT ^ t 
¥1 iRH wm ^ ^ t 

mrPRi^ si^p^ % ^10 ^ >ftET ^Tr 
ffPElfW ^ t I 

7. 'T<l5l’>t ^^0? 

^ 'TfwT W f^%??rr «^faRT?Tf % 
wr^= «ftfh^-Tmoffrfr -^r^VsTor ^ f^nr 

yqloafmr 5 ^ «rarf«rr i 

qrfs «E?^?rm9rf9^ ^f 

tml- «P> ^ % f«r?«pifar Tfk 

'r(t«ar ^?«rmlr % 

«T?^ ’Nt 'TOar^lE qftrnc ^ 

iEprpw I 

g?TT faw ’Tf I t 

jff^t % M’w a^t % imr^aw JWprtoi % ^ 

>9 

t ' 

f^®PI : 

afcoT sf^iJsnT* 

Jt? Tpr ^ fsp^frafar^m^ff a^V irf^ i^h:- fiRmr 


^ ^ m OT t .afTar^ aptRT^aWRr | ?ft 

af soT^ Mspp^' ^ ^ ^r^^rr 1 

(Vlli) ow fJiarof ^ 'V' % 

PrBT^«rw sT!Tr:?s?Tf'Rr ^1" am^, 

aatcT;— 

(ftop 109-^ ak t26-«.-tf«f^) 

' f¥%rOT of^arff ^ PPT^— 

fk^rfarf^cT f^^^cOT qfiRTot^ 
grm o'»r«T-o‘*rir 7 t tariffs??! owf) f#r5!?rf 

% ?Rafq- fM;— 

( 1 ) qap ^IT airro % saa^ 

qPa sar Prl^ra' {ktf. or. st, 0 . 

9824 % 4tT 1 % ^9. 2, 3 ak 4) 

(2) ^3r?T arT aak t f^rq f«r^^ras saa^r 

■oka ?rs??a^%a (or, or. ®s^.' o. 

10258) 

(3.) t[ap arr aata ^ fapt[ fkiffafr saa'f 
oka aa^co^ 5?of (or. or. aij. ^ 
10654) I 

{ff. . n014/8/88--OI tjo O®* oYEfUti)] 



arlTfs ak sRmor RTOffr iHm, id-i s/ 1-5-79^ jmr 
wTfiw ^'Sr ?TOi«T Ok Tfi^rc ’Pwm (^farresr Pmor) 

*f fOR*f. afloftr 3ftT !mm Rnnfr srfgrfjnw Ok 
Pm (Tt.Oi. or OR.) *II t afcrfO^j I> 

•tROTOT^I ow Pml if ’^ww. m 2 ^ 3{i) 

t RViftR Pt^RfMWR strfilR^RTaf sm RifftfOw ilO I;— 

-1. RT.^.Pr. 1241 RTO^ &-lO-iS79 
2. ^.RR.fO. 1242 mOr^ e-10-1979 
, 3. RT.TT.fO. 1243 Rkf^ 6-10-79 

4. 5!rT.>FT.k>. laSl RF^ -1’3-10-89 

5. RT.^rr.Pr; 430 19-4-so 

6 . RT.«FT.fR. 779 26-7-80 

7. #.^,f0. S40 {st) 5tT€r^ 22-9-80 

■8. RT.^.pT. 680(*r) rir(kr 5-12-Ro 

9. ^iT.iRT.fO. 681(a) Rkkr 5-12-80 

10. ar.w.Pr. 682(0) 5-12-8O 

11. aT.w.fO:.r.-2Tfa) rtkt^'n-i-si 
i2..RT^if!f.' '478(a) 5fF^ 6-8-81 

T3Jw.*^.fR. 62(a) mfra 15-2-82 
..t^ ar.ar.fO. 462(a) anS^r 22-6-82 

15 . W.w.Pr, sio(a) akla 26 - 7 -S 2 

16. ^.orr.PT. 13(a) Rt^a 26-7-S2. 





viiTfr : sf^rrsrnw 
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$ 


17. ^rr.^.f^. 318(^T) fTlfr-^ l-S-84 

18. OT.W.fT. 331 (?r) 8-5-84 

19. ITT.SPT.PT. 460{Tr) 211-6-84 

20. 4S7(^) ?nTlW 2-7-84 

21. ^TT.^.fiT. 89(w) ;TR\^ 16-2-85 

22 . frr.^T.fjf. 788 (ct) srrtig lo-io-so 

33. ^TT.^.PT. 17(s:r) 7-1-S4 

24. ^TT.^.flT. 1049(W) 29-5-80 

25. HT.^.fff. 1060(,?l) ?rr(t^ 5-9-86 

26. ^rr.^T.f'T. uis(!!t) mfi’a’ 30 - 9-86 

27. ^T.^.PT. 7i(?r) 30 - 1-87 

28. JTT.’llT.ffr. 570(w) 12-6-37 

29. 626 (?r) 2 - 7-87 

30 . w.^r.Pr. 792(!?r) ^rrt^ 17 - 9 - 8 ? 

31. ?rr,5iir.f^. 37i(w) rnflif 14 - 3-88 

32. ^ir.iCT.f^. 7S(w) cir^Vl^ 2 - 6-88 

33 . m.^pr.pr. 675(isr) frrdiir 2 - 6-88 

34 . TiT.=?3',f^T. 676(?T) 2-6-88 

35. ^fT.^fTT.Or. 677 (?t) 2-6-88 

36. >TT,W.f5T. 681 ('ir) f(Kl^ 6-6-83 

37. 735(’ff) 24-6-88 

38. ITT.^T.ft'. 813(?T) 27-7-88 

39. TTT.^T.ft. 9.44(iir) ai-9-88 

40. TTT.W.ft, 43{!jT) Wiirm 20-1-89 

41. TTT.^T.ft. 44(sr) fTTftW 20-1-89 

42. TTT.^.ft. lOO(’Tr) l4-2~88 

43. TTT.^rr.ft. 443(?r) 12-4-89 

44. TIT,^T.ft. 588(?t) TIKI^ 2-6-89* 

45. TIT.411.ft. 69l(!!T) TTrctf 11-7-89 
40. ni.lpT.ft. 784{*r) Tirrllf 28-8-S9 

47. TTT.^lT.ft. 16 (i£T) ITpcW 1-10-89 

48. TTT.4iT.ft. 73l(sr) 23-S-90 

49. TrT.4iT.ft. 865(W) 2.5-10-90 

50. rrr.Tn'.ft. iiC'^r) 7 - 1-91 

51. Trr. 4 rr.ft. 223(5f) rrrrlw 10 - 4-91 

52. TrT.4TT.ft. 246{4r) 1-5-91 

53. TrT.4TT.ft. 30l{w) cTTTI® 7-6-91 

54. TrT.44.ft. 302 {st) 417^ 7-6-91 

55. TrT.4:T.ft. 49l(Tr) rrifft 25-7-91 

56. Trr.44.ft. 495(Tr) rrrrt^ 25 - 7-91 

57 . TIT.ft. 532{iST) 14-8-91 

58. TrT,4rr.ft. 626(?T) 41^ 14-10-91 

59. TTT.4TT.ft. 668(41) 41X1^' 7-11-91 

60. rrr.TiT.ft. 73o(st) rrif)^ io~i2-,9i 

61. ffT.4rT.ft. 59(4T) 22-1-92 

62. Trr.4rT,ft, 305(4r) Tnxft' 4-.3-92 

63 . Trr.4Tr.ft. 445(Tr) fur'm . 30 - 4-92 

64 . 111.411.ft. 597(iCf) 4K\4r 17-6-92 


65. TIT.411.ft. 

66. Tir.4Tl.ft. 

67. ?ii.4rr,ft. 

68. 111.^1.ft. 

69 . lTr.4iT.ft, 

70. Tir.44,ft. 

71. ITT.411.ft. 

72. irr.4n'.ft. 

73. TIT.411.ft. 


663(sr) ?Tr6^ 3-7-92 

723 ( 41 ) nrfi’r 11-8-92 

796(41) ?ir^4r 1-10-92 
87 7(41) TiTXl'a' 17-11-92 

909 ('iT) nrifta' 2-12-92 

923(?l) ^r-rTw 14-12-92 
27(?r) irrd’t 22 - 1 - 93 ( 41 ^: 4 ^) 
28(41) inflTJ 32-1-93 
86(41) lira's 26-2-93 


MINISTRY OF HEALTH AND FAMILY 
WELFARE 

i Department of Health) 
NOTIFICATION 
New Delhi, the 2nd April, 1993 

G.S.R. 366(E).—^Tlie fdllowing draft of certain 
rules further to amend the Drugs and Cosmetics 
Rules, 1945, which the Central Government propose 
to make, after consultation with Drugs Technical Ad¬ 
visory Board, in exercise of the powers conferred by 
sections 12 and 33 of the Drugs and Cosmetirs 2 \ct, 
1940 (23 of 1940), is hereby published as required 
by the said sections for the information of all persons 
likely to be affected thereby and notice is hereby 
given that the said draft rules -will be taken into con¬ 
sideration after the expiry of a peridfd of Thirty days 
from the date on which' the copies of the OfRoial 
Gazette in which this notification is published, are 
made available to the public. 

Any objections or suggestions which may be recei¬ 
ved from any person with respect to the said draft 
rules before the expiry of the ^riod so specified will 
be taken into coiuaderatibn by the Central Govern¬ 
ment, 


DRAFT RULES 

1. (i) These rules may be called the Drugs and 
Cosmetics (Amendment) Rules, 1993. 

(il) They shall come into force on the date of 
their final publication in the Official Gazette, 

2. In the Drugs and Cosmetics Rules, 1945, herein¬ 
after called the said rules,— 

(i) In rule 76, in clause (1), after the second 
proviso the following proviso shall be inser¬ 
ted, namely :— 

“Provided further that the manufacture of 
medical devices specified in the said rules 
sitall be conducted under active direction 
and personal supervision of competent 
technical staff consisting at least of one 
person who is a whole time employee and 
who is 

(a) a Graduate in science with Physics or 
Chemistry or Microbiology as one of the 
subjects from a university recognised by 
the Central Government. 
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OR 

(fei) a Graduate in Pharmacy of a University,, 
recognised by the; Central Government 

OR 

(c) a holder of a de^ee in Mechanical or- 
Chemical oi Plastic Engneeriflg.^of a 
University recognised by O^tr^l GoVera-i 
meat 

s holder of a I^ploma in Mechanical or 
Chemical or Plasdcr En^eering, recog- 
L. nised b 3 f the Gen^ Govcimnent. 

(ii) in imel 76 of the said rales, in.sub rule (2), 
for the words “the factory permises-^all 
comply with the conditions prescribed In 
Schetfeie M”, the words “The factory 
permits shall copiltly .with the conditions 
prescribed in sched^^-M or Schedufe. M- 
HI, as^the case may shall-he inserted; 

(iii) in rule 76 of the said rtiles,' in sub-rule (3), 
for the words “the applicant shaU provide 

'.adeqaate. space, plant and equipment for 
, any or all the mamifacturing operations, the 
, .cpace, plant and equipment recommended 
for vmious operations are given in Schedule 
M”, the words 

■“the appUcmit shall provide adequate space, 
plant and equipment for any or all the 
manufactufihg operations; the space, plant 
and equipment recommended fbr, various 
operations are given m Schedule M andlor 
Schedule M-III as the case may be” shall 
be inse^i^.'-- . 

(iv) After rule 109 of the said rules, the follow¬ 
ing rule shall be inserted, hamely :— 

‘T09-A, Lab^^i^ pf Medical Devices. The. 
medical ifevices shall be labelled as per the 
requirements of the said rules.”; 


hygieaie conditions shall'be. maintained in 
the premises. Premises shall rtot be used for 
residence or be interconnected with resi¬ 
dence or be iaterconnnected with residential 
areas. It shah be well ventilated and'Clean, 

(b) Buildings.—The “buildings used for the fac¬ 
tory shaU be .ccajstocted so as to permit pro¬ 
duction under hygienic conditions and not 
to permit entry of insects, rodents, flies etc. 

The walls of !^e room in which ihmiufacturiag ope¬ 
rations are carried out, shall be uptp a height of six 
feet from the floor, be smooth, water-proof and cap¬ 
able of being kept clean. The flooring shall be smooth, 
even and vvashable and shall be Auch as pot to permit 
of retention or accumulation of dust. 

(c) Water Supply.—The water used in raanu- 

facturb shall be of potabfe quality. - 

(d) Disposal of Water.—Suitable" arrangements 
shall be made for disposal of waste water, 

(e) Health, clothing and sanitary requirements 
of staff :~ 

All workers shaH be free from contageous or 
infectious diseases. They shall be provid¬ 
ed with clean, uniforms, masks, headgears 
and gloves wherever required. Washing 
facilities shall also be provided: 

(f) Medical Services.—Adequate facilities for 

first aid shall be provided.. 

(g) Working benches shall be provided for car¬ 
rying out operations such as moulding, as¬ 
sembling, labelling, packing etc. . Suc^ - 
beaches shall be fitted ■with smooth,^ imper¬ 
vious tops capable of being washed. - 

(h) Adequate facilities shall be provided for" 

washing and drying of containers. 

Il, Requirements of Manufacture of Medical Devices. 


(v) Aft& F&le 126-A of the said rules, the fol¬ 

lowing tide-sbalU be-inserted, namely 

‘T26-B. Standards for MedScal -Devices.—^Thc 
standards; for the medical devices shall be as 
laid down in Schedule R-I”; 

(vi) In Scheule C to the said rt^s,. after ®ntry 
number 15, the following entiy jsmnber shall 
be insertedi-i namely .— 

“16. Sterile Disposable Devices for single use 
ony”. ■ ' ; 

(vii) After Schedule Mrll to the said rules, the 
, following . Sdie^e-- shall be inserted, 

■; namely:— - 

. SCHEDULE M-TII 

' ■ ' . (See rule 76) 

REQUIREMENTSXRt FACTORY PREMISES FOR 
MANUFACTURE OF MEDICAL DEVICES 

I. .General Requirements . . - - \ 

(a> Location a'nd ' sorrouadfegs.^The factory 
shall be located in a sanitary place and 


The whole process of manufacture of medical de¬ 
vices shall be divided into the following separate ope¬ 
rations :— 

1. Moulding 

2. Assembling 

3. RawvMaterials 

4. Storage Area 

, 5., Washing, drying and sealing, area, - . 

6. Sterilization ; 

7. Testing faciliti^. r- - 

A, The fo%sdng equipments are recomnwa^ed for 
.the manufadafe of sterile Disposable l^erfusion and 



■;'T;j4oulding 

fa) Injection Moulding Machine. - 
Cb) Extruder Machine. 

(p) PVC Resin Compounding Machine. 
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2. Assembling 

(a) Hand Pressing machine for filter fixing in 
Drip Chamber. 

(b) Bag Sealing Machine. 

(c) Compressor Machine. 

(d) Leak Testing Table with Laminated wasn- 

able top. 

(e) PVC Tube Cutting Machine., 

(f) Tube Winding Machine. 

(g) Welding Machine. 

An area of 30 Square Metres for Moulding and 15 
Square Metres for assembling are recommended for 
the basic installation. An additional area of 20 square 
metres is recommended for any extra category. The 
assembling area shall be air-conditioned. 

B. The following equipments are recommended for 
the manufacture of Sterile Disposable Hypodermic 
syringes :— 

1. Moulding 

(a) Granulator. 

(b) Injection Moulding Machine. 

(c) Air-Compressor. 

(d) Weighing Devices. 

2. Assembling 

(a) Blister Pack Machine. 

(b) Vaccum Dust Cleaner. 

(c) Rubber tip-washing. Machine. 

An area of 30 square metres for Moulding and 1.5 
square metres for assembling are recommended for 
the basic installation. An additional area of 20 square 
metres is recommended for any extra category. The 
assembling area shall be air-conditioned. 

The following equipments are recommended for the 
manufacture of Sterile Disposable Hypodermic Necd- 
le.s :— 

1. Moulding 

(a) Needle grinding and levelling machine. 

(b) Electro Polishing Mach'ne. 

(c) Cutting Machine. 

(d) Injection Moulding Machine. 

(e) Needle Pointing deburring Machine. 

(f) Air-CompreSsbr. 

2. Assembling 

(a) Needle Ocaning Machine with Magnetic 
• separator. 

(b) Blister Packing Machine. 

(c) Needle Inspection Unit. 

An area of 30 square Metres for Moulding and 15 
Square Metres for assembling are recommended for 
the basic installation. An additional area of 20 square 




metres is recommended for any extra category. The 
assembling area shall be air-conditioned. 

3. Raw-materials 

The Licensee shall keep an inventory of all raw- 
materials to be used at any stage of manufacture of 
devices and shall maintain records as per Schedule 
U. Ail such raw materials shall be identified and as¬ 
signed control numbers. They shall be coaspicously 
labelled indicating the name of the materials. Con¬ 
trol numbers, name of the manufacturer and be spe¬ 
cifically labelled “Under Test” or “approved” or “re¬ 
jected”. These shall be tested for compliance with re¬ 
quired standards of quality. 

An area of 10 square metres shall be provided for 
storage of raw-materials. 

4. Storage Area 

The licensee shall provide separate storage facilities 
for quarantine and sterilized products. An area not 
less than 10 square metres shall be provided for each 
of them. 

5. ¥/ashing, Drying and Sealing area . 

The licensee shall provide adequate arrangements 
for washing. Drying and sealing of medical devices. 

An area of 10 square metre is recommended for 
basic installation. 

6. Sterilisation 

The licensee shall provide requisite equipments with 
required controls for sterlization of medical devices 
by Gaseous Method. 

Provided that the above equipment shall not be re¬ 
quired in case the Licensee opts for sterilization of 
medical devices by Gamma radiation technique. 

An area of 10 square metres is recom,menried for 
basic installation. 

7. Testing Facilities 

The licensee shall provide a testing laboratory for 
carrying out chemical and Physio-chemical testing of 
medical devices in its own premises. 

provided that the licensing authority shall permit 
the licensee in the initial stage to carry out testing of 
sfertiiity, pyrogens, toxicity on their products from the 
approved testing institutions but after one renewal 
period the licensee shall provide testing facilities of 
all such tests in their own premises. 

The areas recommended above are for basic manu¬ 
facturing of different categories of medical devices. 

NOTE : 

The above requirements of machinery, equipments 
and premises are made subject to the modification at 
the discretion of the Licensing Authority, if he is of 
the opinion that having regard to the nature and ex¬ 
tent of the manufacturing operation it is necessary to 
relax or alter them in the circumstances of a particu¬ 
lar case. 

(viis) after Schedule R to the said rules, the fol¬ 
lowing Schedule shall be inserted, namely ;—. 
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SCHEDULER'! 

{See rule 109'A and 

Staaefttrds for Medial Devices.—■ 

The ftrtlowiiig medical devices shall coafornl to the 
Indiajft Standards specifications laid down from time 
to time by the lui^au of Indian Standards :— 

(1) Sterile Disposable Pcrfdsioa sets fpr 

use only ^ec. No. 2, 3 and 4 ofTarf*! of 
B.IS. No, 9824). 

(2) Smrite Disposable Hypodermic “Syringes for ; 
single use only (B.I.S. No. 10258). 

{3) Sterile Disposable Hypodermic Ne^I^ for 
single use only (B.I.S. No. 10654). 

; r ; ■ ’ tNo. X. 1]01418188!DMS&PFA1 

B. S- LAMBA, it. Secy. 


NOTE : The Ctugs & CosmCtks Rides, 1945 aS 
amended upto 1*5-1979 is cwitaine^ m pab«ca- 
tion of the Ministry of Health & Family Wettare 
(Department dt Health) containing the Drugs & Cbs- 
meici Act and the Rules (PDGHS^ril). Subseguei^y. 
the said rules have been amended by the following 
tiotiftcations published in Part II, Section 3, Sub¬ 
section (1) of the Gazette of India, namely 


i. GSR 1241 dated 6-10-1979. , 

1 GSR 1242 dated 6-10-1979, 

- 3. GSR 1243 dated 6-10-1979. ' 

4. GSR 1281 dated 12-10-19-79. 

5. GSR 430 dated 19-4-1980. , 

6. GSR 779 dated 26-7-1980. ' 

7. GSR 540(E) dated 22-9-1980. 

8 . GSR 680(E) dated 5-12-1980. 

9. GSR 631(E) dated 5-12-1980. 

10. GSR 682(E) dated 5-12-1980. 

n. GSR 27(E) dated 17-1-1981. 

12. GSR 478(E) dated 6-8-1981. 

13. GSR 62(E) dated 5-2-1982. 

14. GSR 462(E) dated 22-6-1982. 

. 15. GSR 510CE> 4«ited 26-7-1982. 

16. GSR i3(E) dated 7-1-1983. 

17. GSR 318(E) dated 1-5-1984. 

18. GSR 331(E) dated 8-5-1984. ' 

19. GSR 460(E) dated 2A^t984.^ . 

20. GSR 4S7(E) 2-7-1984. ' 

21. GSR 89(E) dai^ i6-2-1985 ' 

22. GSR 788CE) dated 10-10-1985. 

23. GSR 17(E) dated 7-1-1986. 

24. GSR 104-9(E> dated 29-84986. { 

25. GSR 1060(E) dated 5-9-1986. 

26. GSR 1115(E> dated 30-9-1986. , 

27. GSR 71(E) dated 30-1-1987. 

28. GSR 570(E) dated 12-6-1987, . 

29. GSR 626(E) dated 2-7-1987. ’ 


30. 

GSR 792(E) dated 17-9-1987. 


31. 

GSR 371(E) dated 24-3-1988. 


32. 

GSR 75(E) dated 2-6-1988. 


33. 

GSR 675(E) dated 2-6-1988, 


34. 

GSR 676(E) dated 2-6-1988 


35. 

GSR 677(E) dated 2-6-1988. 


36. 

GSR 680(E> dated 6-6.1988 ' 


37. 

GSR 735(E) dated 24-64988. 


38. 

GSR 813(E) dated 27-7-1988. 


39. 

GSR 944(E) dated 21-9-1988 

Corrigen- 


dum. - 


40. 

GSR 43(E) dated 20-1-1989 
dum... 

COTrigen- 

41. 

GSR 44(E) dated , 2tPl-1989 
duro^ . , 

Corrigeii- 


42. 

GSR .100(E) dated 14-2-1989 

Cuirigen- 

. 

dum. 


43. 

GSR 443(E) dated 12-44989. 

Gorrigen- 

44. 

GSR 588(E) dated 2-64989 
dum- 

GSR 691(E) dated 11-74989. 

45. 


46. 

GSR 784(E) dated 28-8-1989. 


47, 

GSR 16(E) dated 10-1-1990. 


48. 

GSR 731(E) dated 23-8-1990. 


49. 

GSR 865(E) dated 25-10-1990. 


50. 

GSR 11(E) dated 7-1-1991. 


51. 

GSR 223(E) dated 194-1991. 

i 

52. 

GSR'246(E) dated 1-5-1991. 


53. 

GSR 301(E) dated 7-6-1991. 


34. 

GSR 302(E) dated 7-6-1991. 

( 

55. 

GSR 491(E) dated 25-I-I991. 


56. . 

. GSR 495(E) dated 25-7-1991. 

f 

57. 

GSR 532(E) dated 14-7-1991, 


58. 

GSR 626(E) dated I-IO-I 99 I. 


59. 

GSR 668(E) dated 141-1991. 


60. 

GSR 730(E) dated 10-12-1991. 


61. 

GSR 59(E) dated 22-1-1992'. j 


62. 

GSR 305(E) dated 4-3-1992 
dum. ! 

Corrigen- 

63, 

GSR 445(E) dated 304-1992. 

/ 

64. 

GSR 597(E) dated 17-6-1992. 


65. 

GSR 663(E) dated 3^7-1992. 

\ 

66. 

GSR 723(E> dated 11-8-1992. 

) 

67. 

GSR 796(E) dated 1-10-1992. 

S 

’ 68 , 

GSR 877(E) dated 17-114992. 


69. 

GSR 904(E) datert 242-1992, 


70. 

GSR 923(E) dated 14-12-1992. , 

71. 

GSR 27(B) dated 22-M993 
dum)., . 

Corrigen 

72 , 

■ 28(E) dated 224-1993. 


-73.- 

GSR 86(E) dated 26-2-1993.' 

' i 
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